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KETOPROFEN POWDER f OR ORAL USE 



F:led: 
For: 



DKC L AFATIQ^ OF jaiCHAE L A. STROBFJ, UNDER 37 C.F.R. 11.132 

Comniifi&ionn for Patents 
P.O. Box U50 
Alexandria, VA 22313-1450 

Sir: 

L Michael a. Sttobel, reside at 1479 Dixon Path. Northficld, MN 55057, hereby declare 
and state as follows; 

1. I ani one of the inventors of the abeve-identified pending U.S. patent 
application. r 

2. I am a registered Doctor of Veterinary Medicine in the State cf Minnesota. 

3 I am a 1 yS2 graduate of the Un ivnai ty of Minnesota with a Doctor of 
\ ecennary Medicine degree. I also have been ^miicd a Master's of Veterinary Medicine 
degree from the same institution. Prior to that, T attended the University of Minnesota 
and Mankato State University, Mankato, Minnesota, for ray undergraduate degree 
studies. 

4. Upon graduation from veterinary school, L joined Cannon Vallev 
\ ctcriuary Clinic and have been workine here since that time. 

5. The claimed invention in our above-identified pending application is 
uirected to a method of forming a palatable, stable, and safe solution of kctoprofen and an 
oral base in water for use in mass medicating animals. 

6. \ have ravewed and studied the Office Action dated November 6, 2002 
and we basis for the Examiners Rejection under 35 USC §103 in view of Dondi et el 

l U.S. Paisnt No. 5.624,682). 
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reference ir Jlt^ ? b ? P reci P i,a,!M P«*l=nis in wins the Donci et al 
examples t^en from Dondietal. to confirm my beHef. w 

d«er,iL ,i * e " P M ^ n<fnt w,denik£ n l <> v ^«e the following examples and 
t^Z^ST^^ :R h 7* r . wh "»« < f * fellow* «■* of tteMownt 
U iS! Md : he *ith 2 gallons of 

dilw'IfSS 0 ->™<™ ■« if the product would stay in solution and mix to 
a Ueai touaon as occur* with our formulation ,f leetoprofen and sodium bicarbonate. 

EXAMPLE 1 

Formulation of soft ketop.ofen capsules of 15 ir.g each 

wS^A? w n CaCh ° f COruf,,ns 25 m * <tf k«»Pwftu. were formulated 

wirn the following ingredients: 



Gthtin p«r caj**j!t j "VflO.O 
Gly«toi g mom 
Puufbdnnirei g vjo.O 
Keioprotcr- 3 125,0 
I'CG 600 « 62./.0 

L-thwialawini k 2 8.1 



1 he tormulation oJ the gelatin shell us-.-d for p ( spara:ion of the soft capsules is not in 
Jtsclf a pan of the present invention, since this is already known. In general, these shells 
are tonnulated by companies which specialise in the production of soft gelatin capsules. 

fine formulation is exp!Hir.M<l below in broad outline with the sole purpose of providing a 
complete description of fa invention. The gelatin it mixed in the abovemenrioned 
rimount with glycerol end purified watw in the amounts stated, the mixture being heated 
at SO.dcgrec. C. fc* 3 hours, wirh constant shaking. .After deecration under reduced 
pressure, the solution thus obtained is maintained at a temperature of 50.degree. C. until 
the layer for the sholl is prepaid. As is icnown to the expert, other substances can be 
lidued to (Ms solution wbeie this is considered necessary, such as, for example, propylene 
ir Sm? ' , ' pre 5CTVaUvc tmd dyestufft. Thereafter, the ketoprofen is dissolved in 
PhKj 600 wiil. the addition of etnanolamine, in the abovwuentioned amounts, and the 
mixture is shaken until a transparent solution is obtained: in this manner, the constituents 
at the phtrnwceuuwl fonnulation of the invention have a form appropriate for 
encapsulation. The individual capsules, each of which contains 25 mg of ketoprofen, arc 
Jen formulae by laicap^ulatbg 155 mg sf the solution desenbed above in a manner 
Known per sc, 
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Fuiinulatkn of w p ra^ks having in each c« e 50 mg of ketoprofe,;, 

SCnPl,0n m EXaniple l ' bUt 312 »« ^-^oprofcn solution, 



EXAMPLE 3 

Divine IS <^ J* P °f *! S0lm,0n 15 "■■MNW *** 135 g of 50% strength 
EXAMPLE 4 

ES mllS,;, ' »■* i Cthflnolwtunc - tod "> ft cjpiulei are formulated by encapsulating 
150 mg ol the solution tbu» prepared in each, in which case d» dosage will be 2S m B cf 

encapsulate for fcrrnuhhon of capsules having in each case SOnjgof taoprofcn! 
EXAMPLE 5 

£ T^To^m m ? ampk >■ 125 8 are dissolved 

and i . • S <° 4 °? and 2:> * ,,f S ] >«rol. 28 g of ethanolarnin* are added 

TJ^mZ*. ,S *! in * e conditions ascribed in ExZ'h 

1, corresponding to a d«age of 1 56 g or 31 7 g of the solution thus prepared. 

The results of these experiments are as follows: 

S S V r 1 r^™* * i5 Whb a,ld uilhoul * e «« ,ati * » formulations 
aSon • F 001 bcm S^ ,iaJ - n** was an immediate precipitation 

^d«S?^ISj; '"f^*"* afi *• ■*"«* increased. Heating 
when &££ ZtlTiVJ, R «? Pt ° VS * e S ° lubUity ' ^ PW*iWio» was greater 
^n^Z? • ncl dcd but occurTec! with ^ formulations at the 

I 0 ™" 1 ** With ° ur P endi ^ a PP ,ic »^ TOi occurred w ?thail the 

V. In conclusion, it is my opinion based on the data md •asuitc * r rt,„ 
-reconducted above. l», a tDo n d^. dow noucfent^ 
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the. tended b^^S^r 0 ^ tWChing5 ° f Dondi « * ™M 

(hat take place S 1 f ^ T° n W ' rcsUl! of 0,5 P^Pi(«ion problem 

the n^s «JE£S ?5Sr£5£ ,tal " 0ML palatab]c ' ' nd Mfe h 

are tnit VnH n..! "j*" statcn)C,lts ^"'n arc of my own knowledge 

"Shi "; ■ * madc ° n ,nfonnation bellef « b^ed io be true 5 

^ton^Tlfr^f^ m Pmishable b >" fuw or ^«-^aT.cnt, or both, under 
jeoparaue the validity of the application or any patent issuing thereon 
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